PHU LUC 3: DANH SACH HO SO’ PE NGHI PANH GIA PAP ('NG GMP CUA CAC CO' SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC
CAN BO SUNG GIAI TRINH

bot 19
( Theo congvan sé 15260/QLD-CL ngay 28/12/2021 cta Cuc Quan ly Dwoc)

TEN CO’ SO’ SAN : GIAY,CH. | NGAY pe DN DE NGHI o o e N . s
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
1 |BiosidusS.A. Av. De los Quilmes 137, CE-2021- National Administration |Céngty TNHH (B8 sung:
Bernal Oeste, Quilmes, 42197370- of Drugs, Foods and dau tu va phat |- Gidy chirng nhan GMP (ban géc hodc ban sao dugc chirng thyc theo quy dinh) cla
Buenos Aires, Argentina  |APN- < |Medical Devices trién Hung CQQL Argentina va bdo cao thanh tra twong &ng.
DECBR#AN 8. (ANMAT), Argentina Thanh - B4o cdo chat lugng san pham vé trung cla dung dich thudc tiém thé tich nho va
MAT 3 thuéc dong kho
P - Danh muc thiét bj san xuat cta co s& dé nghi cong bd
- Layout nha xwdng va hé théng nwdc ban in rd rang va cé chd thich bang Tiéng Anh
hodc Tiéng Viét.

2 [Baxter AG Industristrasse 67, A- 1221 |INS-480001- Federal Office for Safety |VPDD Takeda D& nghi b6 sung gidy chirng nhan GMP duoc sao chirng thyc theo quy dinh (hop
Wien (hodc 1221 Vienna 0233-001 in Health Care, Austria  [Pharmaceutical |phap héa lanh sy, céng chitng...) va gidi trinh vé pham vi chitng nhan theo Gidy GMP
hogc A-1221 Vienna), (3/10) (Asia Pacific)  [cap nhét, s8 480001-12919802 cap ngay 21/7/2020 khdng c6 san xut.

(cac dia diém SX: Pte. Ltd.
Benatzkygasse 2-6, 1221 . .
Wien; Industriestrasse 20, o Singapore tai Tp.
1221 Wien; Industriestrasse 3 HCM
72,1221 Wien; a
Industriestrasse 131, 1221 Si
Wien; Lange Allee 8, 1221 ©
Wien; Lange Allee 24, 1221
Wien; Lange Allee 91, 1221
Wien; Pasettistrabe 76, 1200
Wien), Austria
3 |G.L.Pharma Arnethgasse 3, 1160 Wien, [INS-480728- Federal Office for Safety [Congty TNHH  [Giai trinh cac ngi dung:
GmbH Austria 100044150- in Health Care, Austria |[MTV G and An [+ C8ng ty cung cdp 03 GCN GMP cho cac co' sd:
16944077 Tuy nhién, theo néi dung da lam rd tai SMF (version ngay 06/04/2020):
Co s& Arnethgasse 3:chi pham vi thudc vé trung: thudc tiém thé tich nhé
Co s& Gansterergasses 9-13: chi pham vi dung dich thuéc khéng vé truing, déng goi
- Co s& Gansterergasses 12: pham vi bao quan
§ Khéng san xuat thudc ban ran, dong gdi cap 1 cac dang: vién nang clng, vién nang mém, ban
~ ran, vién nén.
g Pé nghi cong ty giai trinh cac sai khac vé pham vi nay so v&i pham vi trén GCN clia co s&
- Arnethgasse 3 va Gansterergasses 9-13 va khac vaéi pham vi cac GCN tra clru trén Eudra.
+ C4 3 GCN déu cb ndi dung footer gidng nhau (hiéu lyc tir 29/11/2018).
+ GCN cho co s& Arnethgasse 3: ndi dung “Human Medicinal Products va Veterinary Medicinal
Products” in ddm, khong gidng format cac gidy chirng nhan khéc.
+ GCN cho co s& Gansterergasses 9-13: thiéu trang 4.
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TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI - o = . . s
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
4 |G.L.Pharma Gansterergasses 12, 1160 (INS-483079- Federal Office for Safety |Congty TNHH  |Gidi trinh cdc ni dung:
GmbH Wien, Austria 100044207- in Health Care, Austria  |MTV G and An |+ Cong ty cung cdp 03 GCN GMP cho céc co' s&:
16944311 Tuy nhién, theo néi dung da lam rd tai SMF (version ngay 06/04/2020):
Co s& Arnethgasse 3:chi pham vi thudc vé trung: thudc tiém thé tich nhé
Co s& Gansterergasses 9-13: chi pham vi dung dich thuéc khéng vé trung, déng goi
- Co s& Gansterergasses 12: pham vi bao quan
S Khong san xuat thudc ban rdn, déng géi cap 1 cac dang: vién nang clng, vién nang mém, ban
E ran, vién nén.
3 D& nghi cdng ty gidi trinh cac sai khac vé pham vi nay so v&i pham vi trén GCN cla co s&
- Arnethgasse 3 va Gansterergasses 9-13 va khac véi pham vi cac GCN tra cttu trén Eudra.
+ C4 3 GCN déu cb ndi dung footer gidng nhau (hiéu lyc tir 29/11/2018).
+ GCN cho co s& Arnethgasse 3: ndi dung “Human Medicinal Products va Veterinary Medicinal
Products” in ddm, khéng giéng format cac gidy chitng nhan khac.
+ GCN cho co s& Gansterergasses 9-13: thi€u trang 4.
5 |G.L. Pharma Gansterergasses 9-13, INS-483078- Federal Office for Safety [Congty TNHH  [Giai trinh cac n6i dung:
GmbH 1160 Wien, Austria 100044192- in Health Care, Austria  |MTV G and An [+ Cong ty cung cép 03 GCN GMP cho cdc co' s¢:
16944241 Tuy nhién, theo néi dung da lam rd tai SMF (version ngay 06/04/2020):
Co s& Arnethgasse 3:chi pham vi thu8c vé trung: thudc tiém thé tich nhé
Co s& Gansterergasses 9-13: chi pham vi dung dich thuéc khéng vé triing, déng goi
Co s& Gansterergasses 12: pham vi bao quan
Khong san xuat thudc ban ran, déng gdi cap 1 cac dang: vién nang clrng, vién nang mém, ban
rén, vién nén.
Pé nghi cong ty giai trinh cac sai khac vé pham vi nay so v&i pham vi trén GCN cla co s&
Arnethgasse 3 va Gansterergasses 9-13 va khac v&i pham vi cac GCN tra ctru trén Eudra.
+ C4 3 GCN déu cb ndi dung footer gidng nhau (hiéu lyc tir 29/11/2018).
+ GCN cho co s& Arnethgasse 3: ndi dung “Human Medicinal Products va Veterinary Medicinal
Products” in dam, khong giéng format cac gidy chirng nhan khac.
+ GCN cho co s& Gansterergasses 9-13: thiéu trang 4.

6 |Incepta Dewan Ildris Road, Bara DA/6- Directorate General of |Congty TNHH  [D&i vdi viéc b8 sung pham vi thudc Cephalosporin: Dé nghi cung cap ho so téng thé
Pharmaceuticals [Rangamala, Zirabo, 91/04/1563 Drug Administration & |dwoc phdmva [cap nhat, so d6 nha xwéng day dd tat cd cac unit tham gia vao san xuat nhu dé cap
Limited Ashulia, Savar, Dhaka- 7 < |Licensing Authority TBYT Phuwong Lé [tai bdo cdo thanh tra cla co quan thAm quyén Bangladesh

1341, Bangladesh % (Drugs), Government of
g the People's Republic of
bt Bangladesh

7 |Pfizer Rijksweg 12, Puurs, 2870, [BE/GMP/20 o Federal Agency for Pfizer (Thailand) |B& sung gidy chirng nhan GMP dugc chirng thuc theo quy dinh & dia chi sé Rijksweg
Manufacturing Belgium 17/095 S [Medicines and Health Limited 12, Puurs, 2870, Belgium
Belgium NV : Products (FAMHP), Representative

; Belgium Office

Danh sach co s& can bd sung, gidi trinh

Trang 2 /26

bot 19



TEN CO SO’ SAN . GIAY CH. | NGAY » DN DE NGHI R . S L
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
8 |Laboratoires Avenue Thomas Edison BE/GMP/20 « |Federal Agency for Céng ty c6 phan [Co s& da duoc cap gidy chirng nhan mai s6: BE/GMP/2020/104, dé nghi bé sung gidy
Pharmaceutiques |32, Thines, 1402, Belgium [17/137 § Medicines and Health fulink VN chirng nhan cap nhat, duwgc hop phap hoa lanh sy
Trenker SA S [Products (FAMHP),
©  [Belgium
9 |lanssen Lammerdries 55, Olen, BE/GMP/20 o |Federal Agency for VPDD Janssen- |B& sung ban chirng thyc gidy chirng nhan GMP cip nhat dé gia han hiéu luc.
Pharmaceutica NV (2250 (hoac B-2250), 16/026 § Medicines and Health Cilag Ltd.
Belgium & |Products (FAMHP),
¥ [Belgium.
10 |Sopharma AD 16 lliensko'Shosse Str., BG/GMP/20 ~ |Bulgarian Drug Agency [Céngty CP Thé [Coéngty da dwoc co quan thdm quyén Bulgaria cap gidy GMP m&i BG/GMP/2020/174
Sofia 1220, Bulgaria 17/106 § gidi mai ngay 14/5/2020, d&@ nghi cung cAp GMP md&i dé cap nhat cong bé.
=
i
~
i
11 |Sopharma AD Vrabevo vlg, 5660 district [BG/GMP/20 | o |Bulgarian Drug Agency |Céngty CP Thé |Céngty d3 dwoc co quan thdm quyén Bulgaria cip gidy GMP méi BG/GMP/2021/186
i \ ¢ > ¢
of Lovech, Bulgaria 18/116 Q gidi mai ngay 27/10/2021, dé nghi cung cdp GMP mai dé cap nhat cong bo.
8‘
c\'l
i
12 |Balkanpharma- |68 Aprilsko vastanie Blvd., |BG/GMP/20 oo |Bulgarian Drug Agency [VPDD Actavis P& nghi b6 sung Gidy chirng nhan GMP ban cap nhat dugc sao chirng thyc theo quy
Razgrad AD Razgrad 7200, Bulgaria 18/126 § International dinh.
N Limited tai VN
=
—
13 |Patheon Inc 2100 Syntex Court, 74735 Health Products and VPDD tai Tp. HA |Gidy GMP cé thé hién dang bao ché dung dich, hén dich, cac phong san xuat tai Zone
Mississauga, Ontario, Food Branch NGi Janssen- 1,2, 4,5, 61a cac phong sdn xuat thudc dang ran, khong cé phong san xuat thudc
Canada, L5N 7K9 o [|Inspectorate (HPFBI), Cilag Ltd; dang ldng, dé nghi gidi trinh.
§ Canada VPDD Menarini |(Céng ty gidi trinh khu virc sdn xudt va thiét bj san xuat thudc dang dung dich, hén
S Singapore Pte. |dich khéng c8 dinh, c6 thé thay d&i va day khéng phai la thay d8i I6n theo quy dinh
i v a a <
vy Ltd tai Tp. Ha cla Canada. Khdng chdp nhan theo nguyén tac GMP)
- Noi
14 [Pharmascience 100 Boul de L'Industrie, 100241-D o [|Health Products VPDD Congty |Gidy phép san xuat thudc khdng ghi cu thé dang bao ché, khéng ghi théi han hiéu luc.
Inc. Candiac QC J5R 1)1, § Compliance Directorate, |Pharmascience |D& nghi b8 sung Gidy chirng nhan chirng nhan GMP dugc sao chirng thic theo quy
Canada g' Canada tai TP. H6 Chi  |dinh (hop phap hoa I3nh s, cdng chirng...) dé cong bé.
o) Minh
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Switzerland)

TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI - o s S ees e . s
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO : NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
15 ([Novartis Pharma [Novartis Pharma Stein AG |GMP-CH- Swiss Agency for VPDD tai HN Co quan quan ly Duoc Thuy ST (SwissMedic) khong ndm trong EMA, chua cé thong
Stein AG Technical Operations 1000723 Therapeutic Products Novartis béo gia han clia Co quan quan ly Dugc Thuy Si. Pé nghi bé sung gidy chirng nhan
Schweiz, Steint Sterile, (Swissmedic) (Singapore) PTE [GMP duoc sao chirng thuc theo quy dinh (hgp phap hda lanh sy, cong chirng...).
Schaffhauserstrasse, 4332 a Ltd.;
Stein, Switzerland 8' VPDD tai Tp.
(* Cach viét khac: o HCM Céng ty
Schaffhauserstrasse, 4332 3 Zuellig Pharma
(hodc CH-4332) Stein, Pte. Ltd
Switzerland)
16 |Vifor SA Route de Moncor 10, 1752 (GMPE-CH- Swiss Agency for Cong ty c6 phan [B6 sung:
Villars-sur-Glane, 1001198 Therapeutic Products Fresenius Kabi |- Gidy chirng nhdn GMP ban cirng do Co quan quan Iy dugc Thuy Sy (Swissmedic) cap
Switzerland < [(Swissmedic) Viét Nam duogc hop phap héa lanh su va chirng thue theo quy dinh (khéng chdp nhan ban in tir
8. Eudra do Swissmedic cé cdp GMP ban cirng)
8. - Bdo cdo thanh tra GMP twong (rng vdi gidy GMP d3 ndp.
2 - V& viéc lam rd dang bao ché "vién nén nhai" trong pham vi chirng nhan GMP: dé
nghi b& sung CPP con hiéu lyc cla thudc cé dang bao ché "vién nén nhai" (ban dugc
HPHLS va chirng thuc theo quy dinh) dé 1am r&.
17 |Vifor SA Route de Moncor 10, 1752|GMPE-CH- Swiss Agency for VPBD Zuellig Co s& san xudt tai Thuy S§ khéng dap ng quy dinh gia han gidy GMP dén
Villars-sur-Glane, 1001198 ° Therapeutic Products Pharma Pte. Ltd |31/12/2022 theo théng bao cia EMA va quy dinh tai Théng tw s6 29/2020/TT-BYT do
Switzerland S [(Swissmedic) tai TP. H6 Chi Thuy Sy khéng thudc EU.
: Minh Tra ctu trén Eudra, cé gidy chirng nhan GMP s GMPE-CH-1001198; ngay cip
g 19/03/2021; hét han 19/3/2024.
Pé nghi cung cap gidy GMP méi dwoc hop phép hda lanh sy va ching thue theo quy
dinh va bdo cdo thanh tra GMP tuong &ng.
18 |Vifor Rechenstrasse 37,9014 [(GMPEHV-CH- o |Swiss Agency for Céng ty c6 phan [B6 sung:
(International) Inc [St. Gallen, Switzerland 1001855 § Therapeutic Products Fresenius Kabi |- Gidy GMP mdi c6 chi ky, con ddu cla Swiss Agency for Therapeutic Products duoc
g' (Swissmedic) Viét Nam sao chirng thuc theo quy dinh;
;" - Bdo céo thanh tra tuwong &ng véi gidy GMP.
19 |UCB Farchim SA  |Z.l. de Planchy, Chemin de |GMPE-CH- Swiss Agency for VPDD tai Tp. BG sung ho so danh gia GMP theo quy dinh d6i v&i pham vi thudc sinh hoc néu dé
Croix-Blanche 10, Bulle, 1001830 Therapeutic Products HCM nghi cdng b6 (khéng cé théng tin vé phong sdn xuat cda Building BP1 (theo bao céo
1630, Switzerland - (Swissmedic) GlaxoSmithKline [thanh tra, BP1 san xuat APl cdng nghé sinh hoc)
(cach ghi khac: Chemin de S Pte Ltd
Croix Blanche 10, Z.I. de :
Planchy, CH-1630 Bulle, g

Danh sach co s& can bd sung, gidi trinh

Trang 4/ 26

bot 19



TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI A ~ s S ees e . s
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO : NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
20 |Medochemie 1-10 Constantinoupoleos [MED01/201 o |Pharmaceutical Services -|Medochemie BG sung Gidy chirng nhan GMP mdi dugc chirng thyc theo quy dinh
Limited - Central [Street, 3011, Limassol, 8/002 § Ministry of Health, Limited
Factory Cyprus % [Cyprus
3
21 |Medochemie 2 Michael Erakleous MEDO04/201 Pharmaceutical Services -|Medochemie B6 sung Gidy chirng nhan GMP mdi duoc chirng thyc theo quy dinh
Limited - Factory C|Street, Agios Athanassios) {8/002 ®  [Ministry of Health, Limited
Industrial Area, 4101 8. Cyprus
Agios Athanassias; g
Limassol, Cyprus S
22 |Oncomed Kardsek 2229/1b, budova |sukls148875 State Institute for Drug |Céngty TNHH  |CAng ty dé nghi b8 sung pham vi cu thé clia Thudc bét ddng khéd pha tiém
manufacturing a.s:[02, Re¢kovice, 621 00 /2019 o Control (SUKL), Czech DP Viét Phap Bortezomib Biovagen.
Brno, Czech S [Republic Tuy nhién pham vi chirng nhan dang cdng bd da bao gdbm dang bao ché thuéc bét
(* Cach ghi khac: Karasek g déng kho, do d6 khéng déng y b8 sung.
2229/1b, budova 02, 621 -
00 Brno-Regkovice, Czech) ~
23 [Siegfried Hameln [Langes Feld 13, 31789 DE_NI_ 02 G| & |Coquanthdm quyén VPDD Takeda [Co s& san xuat da dugc cdp GCN mdi, dé nghi cung cdp GCN cap nhat, khdng tién
GmbH Hameln, Germany MP_2019 0 § blc Pharmaceuticals |hanh gia han theo chinh sidch cda EMA.
016 S
9
24 |Rottendorf Ostenfelder StraRe 51-61, [DE_NW_05_ | & |Co quanthdm quyén Boehringer Co s& d3 dugc cap gidy chirng nhan GMP m¢i s6 DE_NW_05_GMP_2021_0030. bé
Pharma GmbH 59320 Ennigerloh, GMP_2019_ § blc Ingelheim nghi cong ty ndp gidy chirng nhan GMP cap nhat, dwoc hgp phdp hda lanh sy.
Germany 0027 N
)
25 [Salutas Pharma  |Otto-von-Guericke-Allee 1,[DE_ST_01_G| 4 |Co quanthdm quyén VPPD Sandoz tai [Co s& d3 dwoc cip gidy chirng nhan mdi. Yéu ciu bd sung gidy chirng nhan GMP cap
GmbH 39179 Barleben, Germany (MP_2019 0 § blc Tp Ha Noi nhat, duoc hop phap hda lanh sy theo quy dinh.
035 5
S
26 |AbbVie Knollstrasse, 67061 DE_RP_01 G Co quan thdm quyén Zuellig Pharma |D& nghi bé sung Gidy chirng nhan GMP cip nhat dwoc sao chirng thuc theo quy dinh.
Deutschland Ludwigshafen, Germany [MP_2017_1 N |Pbtc Pte. Ltd
GmbH & Co., KG  |(c4ch viét khac: 026 S
Knollstrasse, D- 67061 3.
Ludwigshafen, Germany) S
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TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI A ~ o e " R
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO : NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
27 |AbbVie Knollstrasse, 67061 DE_RP_01_G Co quan thdm quyén Zuellig pharma |Y&u cau cong ty b6 sung SMF ban cip nhat dé dwoc cdng bé cac pham vi méi dwoc
Deutschland Ludwigshafen, Germany |MP_2021_0 g |Plc Pte. Ltd b6 sung trén gidy chirng nhan cap nhat xuat xwéng thuéc vé trung; dung dich thudc
GmbH & Co., KG |(cach viét khac: 013 8. dung trong; thuéc bot, cdm).
Knollstrasse, D- 67061 8.
Ludwigshafen, Germany) S
28 [Berlin-Chemie AG |Glienicker Weg 125, 12489|DE_BE_01_G| o |Co quanthdm quyén VPBD Menarini |Co s& d3 dugc cap gidy chitng nhan GMP cap nhat pham vi. D& nghi cong ty nép gidy
Berlin, Germany MP_2019 0 § Durc tai Ha Noi chitng nhan GMP cap nhat, duoc hop phdp hda lanh sy.
009 g
pa
29 [Lomapharm Langes Feld 5, 31860 DE_NI_02_G Co quan thdm quyén VPDD Worwag |Gidi trinh:
GmbH Emmerthal, Germany MP_2020 0 o [Puc pharma - Gidy chirng nhan GMP mdi c6 phan chirng thuc ngay 20/4/2021 cla Notary c6 chir
037 = GmbH&Co.KG  |ky khac vé&i cdng chirng vién tai trang d4u tién. D& nghi ndp ban gbc dé déi chirng.
S tai HCM - B6 sung Gidy chirng nhan GMP cii d3 duwoc cong b6 dé xem xét b sung pham vi
:a xuat xuwdng, déng géi so cap thir cap va kiém tra chat lwvgng cho Gidy chirng nhan
© mai.
30 (Sanofi-Aventis Sanofi-Aventis DE_HE_01_ Co quan thdm quyén VPDD Sanofi- * Gidi trinh:
Deutschland Deutschland GmbH, GMP_2021_ Pirc Aventis - Gidy chirng nhan GMP ban gidy: khong cé chit ky clia nguoi cdp va con diu cla co quan cap
GmbH Bereich Bereich Handelsprodukte |0021 Singapore Pte. tai trang 6/6; c6 chit ky va con dau clia co quan cap tai trang 1/6 (khac vdi tén ngudi cdp &
Handelsprodukte [Industriepark Hochst- Ltd tai TP H6 Chi trar\g 6{6); S . . . )
BriiningstraRe 50, H500, Minh - D?!a Ehl C-L:I\’a co ?of s?n xuit S?nofl-Aventlls De?tschland Gr’nbl-! -Be.relcP: HaﬂndeEprodukt?: d!i
- chi trén giay phép san xuat va GMP tra clru trén Eudra khac v&i dia chi trén gidy GMP ban giay
H590, H600, H750, H785, S va khdc véi dia chi cla Sanofi-Aventis Deutschland GmbH (d3 dugc cong bé): cé thém H821
H790, 65926 Frankfurt am :.; trong dia chi.
Main, Germany g - Tra cttu trén Eudra: khdng c6 théng tin vé gidy GMP d3 ndp trong hd so (gidy GMP s&
© DE_HE_01_GMP_2021_0021, ngay cip: 08/03/2021; hét han: 09/10/2023) nhung cd gidy
GMP s8 DE_HE_01_GMP_2021_0120, ngay cip 09/11/2021; hé&t han: 27/7/2024 cé cung
pham vi chitng nhan.
- N&i dung xac nhan cta co quan Regierungsprasidium Darmstadt dé cap dén gidy phép
DE_HE_01_MIA_2021_0026 (khéng tra ctru duoc trén Eudra); chi cé gidy
DE_HE_01_MIA_2021_0047, chua xac nhan vé 2 céch ghi tén co s& san xuat; gidy phép san
31 [KVP Pharma+ Projensdorfer StraRe 324 |DE_SH_01_ o |Coquantham quyén VPDD Bayer Tra ctru EUDRA, Co s& san xuat da dugc cap Gidy GMP cap nhat, s6
Veterinar 24106 Kiel, Germany GMP_2018_ § bulrc (South East Asia) |DE_SH_01_GMP_2021_0031 cip ngay 30/8/2021, han dén 21/9/2023.
Produkte GmbH 0015 g' Pte Ltd tai Tp.  |D@& nghi b8 sung gidy chirng nhan GMP duwoc sao chirng thyc theo quy dinh (hgp
= HCM phap hoa lanh su, cdng chirng...).
32 (Biotest Pharma Biotest Pharma GmbH, DE_HE_01_ o |Coaquan thdm quyén Congty CPTM  [Co s& d@ nghi cdng b xuat xudng céc sdn pham cu thé: Dich truyén Biseco, Bt va
GmbH Landsteinerstrasse 5, GMP_2019_ S |awc dugc Hoang dung méi pha tiém Haemoctin, dich truyén Albiomin, dung dich tiém truyén Intratect,
(Co sd chirng 63303 Dreieich, Germany |0072 S Long Petaglobin, Fovepta,...
nhan xuat xwdng) g Tuy nhién, cac san pham nay da ndm trong pham vi cdng bd nén khdng cong b lai
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TEN CO SO’ SAN . GIAY CH. | NGAY » DN DE NGHI R . S L
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
33 |Biotest AG Biotest AG, DE_HE_01_ o |Coquan thdm quyén Coéngty CPTM  [B6 sung Gidy GMP mdi kém theo danh muc sdn pham dugc thé hién & annex 8 cla
Landsteinerstrasse 5, GMP_2019_ § Purc duoc Hoang Gidy phép san xuat duoc hgp phap hda chirng thyc theo quy dinh dé cdng bé gidy
63303 Dreieich, Germany |0042 g Long chirng nhan méi.
on
o
34 |Neovii Biotech Am Haag 5,6,7 82166 DE_.BY_04_G Co quan thdm quyén Coéngty TNHH  [B6 sung:
GmbH Grafelfing, Germany MP_2021 0 . bulc Dugc pham Viét {- Gidy chirng nhdn GMP s6 DE_BY_04_GMP_2021_0104 dwoc HPHLS va chirng thyc
104 S Phap theo quy dinh.
o .,
A - Khéng ¢6 ndi dung chirng nhan Idnh sy cia Chinh quyén hanh chinh ving
o in . . , L A R > 2
& Oberbayern (Vién chirng hanh chinh Edmeier xac nhan) trén CPP san pham Grafalon,
(o] N 2. Y 2 ~ 2 ’ ~ e e v 2 N 2
dé nghi giai trinh va cung cap ban chinh dé doi chiéu hoac ban dugc HPHLS tu ban
chinh va duogc chirng thyc theo quy dinh.
35 [Advance Pharma {|Wallenroder StraBe 8-14 [DE_BE_01_G| o |Co quanth3dm quyén Cong ty TNHH  [B6 sung xac nhan clia co quan quan Iy kiém tra va cap chirng nhan va bao cdo thanh
GmbH (hodc Wallenroder Strasse ([MP_2020_0 § blc Dugc Tam Pan  [tra dé& lam r& dé nghi b sung cach ghi khac cla dia chi.
8-14), 13435 Berlin, 005 &
Germany N
36 |Medice Medice Arzneimittel DE_NW_01_ o |Coquan thdm quyén Hyphens Céng ty dé nghi gia han theo chinh sach cua EMA, tuy nhién Eudra d3 c6 GCN GMP
— , ° ¢ 2 a N . .
Arzneimittel Putter GmbH & Co. KG; GMP_2019_ Q blc pharma Pte. Ltd. |[md&i. Dé nghi b6 sung Gidy chirng nhan GMP ban cap nhat cé HPHLS theo quy dinh.
Putter GmbH & Kuhloweg 37, D- 58638 0002 8'
Co. KG Iserlohn, Germany g
37 [AMW GmbH Birkerfeld 11, 83627 DE_BY_04_G| _, [Coquan thdm quyén VPPD Lotus B6 sung ho so téng thé nha san xuat twong ng véi gidy chirng nhan GMP méi ¢
(Tén cli: AMW Warngau, Germany MP_2021 0 S [buc International tai |pham vi cap nhat
o
GmbH 080 B‘ Tp HCM
Arzneimittelwerk ~
i
Warngau)
38 [Rottendorf Am Fleigendahl 3,59320 |DE_NW_05_[ _ |Coquan thdm quyén VPDD Co s& da dugc cdp GCN mdi (ndm 2021), dé nghi cung cdp GCN cip nhat, khéng gia
Pharma GmbH Ennigerloh, Germany GMP_2019_ S [buc Boehringer han theo chinh sach EMA.
0028 E Ingelheim
o
- International
o
GmbH
39 |Anklam Extrakt  |Johann-Friedrich-Béttger- |DE_MV_01_ Co quan thdm quyén Congty TNHH P& nghi b6 sung phu luc SMF (layout nha xwdng, thiét bj san xuat, hé théng nudc)
GmbH Strafle 4 und 10 GMP_2021_ < [Plc TM&DV Anh ban in rd dé xem xét.
entsprechend Lageplan 0008 8. sang chau a
vom 30.11.2017; D-17389 8
Anklam, Germany. 8
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40 |Merckle GmbH Ludwig-Merckle-StraBe 3, |DE_BW_01_ Co quan thdm quyén VPDD Actavis Yéu cau b8 sung day du cac phu luc 1, 2, 3, 4, 6, 7 cia SMF dudi dang ban in rd rang
89143 Blaubeuren, GMP_2021_ A bulrc International hodc ban mém.
Germanyf 0077 S Limited tai VN
(* Céch ghi khac: Ludwig- 3
Merckle-Strasse 3, 89143 3
Blaubeuren, Germany) ~
41 |Seid, S.A. Ctra. Sabadell a NCF/2143/0 Ministry of Health of Céngty TNHH |- Cong ty cung cap gidy GMP s6 NCF/2143/001/CAT, cap ngay 06/7/2021 ghi han hiéu
Granollers, Km'15, 08185, [01/CAT Government of duwoc phdm Iwc dén ngay 31/3/2022. Trang d4u cac t& cd cdc m3 s6 khac nhau (khéng théng nhat
Llica de Vall, Barcelona, < |Catalonia, Spain Nhat Anh gitta cac t& 1 dén 3: FZ6548012, FZ6548015, FW6480849). D& nghi cung cdp ban
Spain 8 chinh dé d6i chiéu.
(Cach ghi khac: Ctra. 'c\|> - Tra ctru EUDRA c6 gidy GMP cung s6 NCF/2143/001/CAT cung cap ngay 06/7/2021
Sabadell-Granollers, Km 8 nhung cé hiéu lyc dén ngay 31/3/2020. Dé nghi cdng ty gidi trinh vé su khéng théng
15, 08185, Llissa de Vall, nhat thong tin gitta gidy GMP s& NCF/2143/001/CAT ban cirng va ban dién tlr trén
Barcelona, Spain) EUDRA; d@ nghj giai trinh theo yéu cau cta Dot 18.
42 |Seid, S.A. Ctra. Sabadell a NCF/2153/0 Ministry of Health of Congty TNHH |- Dang bao ché thudc dang ban ran (m&, gel) d3 duoc cong b8 thudc nhém thudc thudng,
Granollers, Km 15, 08185, |01/CAT Government of dugc pham Gidy GMP cap nhat ghi rd 1a thudc chita hormon hodc chat ¢ hoat tinh hormon. Dé nghj gidi
Llica de Vall, Barcelona, Catalonia, Spain Nhat Anh trinh khu vure san xuét thudc chira hormon (san xuét riéng hay trén cung day chuyén san xuét
Spain tfluc”)chthuétng); k:c:J sung danh muc thudc chita hormon hodc chat ¢é hoat tinh hormon duoc
. s cap phép san xuit.
(Cdch ghi khdc: Ctra. S - Tf\:o h% s0's6 dén 6977 (22/9/2021), 8099 (29/10/2021): Cang ty cung cip gidy GMP 58
Sabadell-Granollers, Km Q NCF/2143/001/CAT, cip ngay 06/7/2021 ghi han hiéu luc dén ngay 31/3/2022. Trang diu cic
15, 08185, Llissa de Vall, g t& ¢6 cac ma s khac nhau (khdng théng nhat gitta cac to 1 dén 3: FZ6548012, FZ6548015,
Barcelona, Spain) ~ FW6480849). D& nghj cung cip ban chinh dé dsi chiéu.
- Tra cltu EUDRA c6 gidy GMP cung s6 NCF/2143/001/CAT cling cap ngay 06/7/2021 nhung c6
hiéu lyc dén ngay 31/3/2020. Dé nghj cdng ty gidi trinh vé sy khong thdng nhat thong tin gilra
gidy GMP s6 NCF/2143/001/CAT ban cirng va ban dién tlr trén EUDRA; dé nghj gidi trinh theo
yéu cau clia Dot 18.
43 |ltalfarmaco, S.A  |C/ San Rafael, 3, Pol. Ind, |ES/003HVI/1 — |Asency for Medicines VPDD B& sung GCN dugc hop phédp héa lanh sy ddy du tinh phap Iy hodc duwdng dan GCN
Alcobendas, Alcobendas, |8** S |and Health Products Lifepharma S.P.A[GMP tra ctru trén trang thong tin dién tl&r co quan quan ly duoc Tay Ban Nha (do
28108 Madrid, Spain % (AEMPS), Spain Céng ty cung cap Gidy chirng nhan gia han hiéu lyvc GMP. Tuy nhién GCN chuwa dugc
%3 HPHLS day dd tinh phap ly)
44 |ltalfarmaco, S.A |C/ San Rafael, 3, Pol. Ind, |ES/003HVI/1 o |Agency for Medicines Coéng ty Hyphens|Céng ty d3 dwoc cdp GCN gia han mdi téi 12/03/2021, dé nghi cung cdp GCN cép
Alcobendas, Alcobendas, (8 § and Health Products Pharma Pte Ltd |nh&t d3y du tinh phap Iy, khéng gia han theo chinh sach EMA.
28108 Madrid, Spain g (AEMPS), Spain
n
o
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45 |J.UriachY Avinguda Cami Reial, 51- [NCF/2117/0 Ministry of Health of VPDD Hyphen [Gidy chirng nhan GMP méi c6 pham vi rong hon so véi ndi dung da cong bé. Do vay,
Compania SA. 57, 08184 Palau - Solita | [01/CAT Government of tai Ha Noi dé nghi b8 sung ho so téng thé cap nhat dé ddi chiéu.
Plegamans (Barcelona), - Catalonia, Spain
Spain. §
Céach viét khac: Avda Cami o
Reial, 51-57, 08184 Palau - a
Solita i Plegamans o
Barcelona, Spain
46 |Ferrer ¢/. Joan Buscall3, 1-9, NCF/2011/0 o |Ministry of Health of VPBD Tedis tai  |B& sung CPP con han hiéu lyc dé d&i chi€u pham vi lam ré
Internacional, SA [08173 Sant Cugat Del 01/CAT § Government of Tp HCM
Valles (Barcelona), Spain g' Catalonia, Spain
o
o
47 |LABORATORIOS |Mateo Inurria, 30, Madrid, |ES/065HVI/1 o |Agency for Medicines Congty TNHH  [B6 sung:
ALTER, S.A. 28036 Madrid Espana, 8 § and Health Products Dugc pham + Chu thich bang ti€ng Anh/tiéng Viét phan biét cac khu virc chirc ndng trong nha
Spain g (AEMPS), Spain Quang Anh xuang.
g + Quy trinh san xuat téng quat d&i vdi tirng dang bao ché.
48 |Orion Oyj / Orion |Orionintie 1, 02200 Espoo, [FIMEA/2020 o |Finnish Medicines Céngty TNHH  |Co sé va gidy chirng nhan d3 cong b6 Dot 18 STT 45 (12/10/2021).
Corporation / Finland /001590 § Agency (FIMEA) Medfatop Gidy chirng nhan GMP Cdng ty dé nghi cdng bd trung véi Gidy chirng nhan d3 cong
Orion Pharma ) b6 Dot 18.
Q
49 |Aspen Notre 1 rue de L' Abbaye, Notre [2021/HPF/F — |French National Agency |VPBD Gidy chirng nhan GMP mdi cé thay d8i pham vi so véi gidy chirng nhan GMP d3 cong
Dame De Dame De Bondeville, R/133 § for Medicines and Health|GlaxoSmithKline |b8, d& nghi cung cap hd so téng thé cap nhat.
Bondeville 76960, France g Products Safety tai Tp HCM
i
50 |Laboratoire Zone Artisanale Errobi, 2019/HPF/F French National Agency |Codngty CPDP Céng ty dé nghi cap nhat han hiéu luc theo chi trivong EU dén 31/12/2022, tuy
Renaudin - Itxassou, 64250, France R/055 o for Medicines and Health|Vipharco nhién check trén EUDRA cdng ty d3 dwoc cdp GCN GMP méi, dé nghi cung cadp GMP
Itxassou (cach viét [(cach viét khéc: Zone S  |Products Safety (ANSM) md&i dé cap nhat han hiéu luc.
(o]
khac: Laboratoire |Artisanale, ltxassou, ~
o
Renaudin) 64250, France / Z.A. <
Errobi, 64250, ltxassou - ©
France)
51 |Pharmatis Zone d'Activités Est n®1, |2019/HPF/F o French National Agency |VPDD tai HN Tra ctu EUDRA, Co s& sdn xuat d3 dwoc cap Gidy GMP cip nhat,
ESTREES SAINT DENIS, R/250 2  |for Medicines and Health|Abbott 2019/HPF/FR/250_P_2021 ngay 17/9/2021 cé hiéu lwc dén ngay 27/7/2022.
o \, > ¢
60190, France g Products Safety (ANSM) |Laboratories Dé nghi bo sung gidy chirng nhan GMP duoc sao chirng thyc theo quy dinh (hop
iy (Singapore) phap hda lanh sy, cong chirng...).
i
Private Ltd.
Danh sach co s& can bd sung, gidi trinh Trang 9/ 26 Dot 19




TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ DN DE NGHI - - R " N
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO : NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
52 |Laboratoire 1 rue Alexander Fleming, [2019/HPF/F French National Agency |Congty Co s& san xuat da duoc cdp GCN mdi, dé nghi cung cdp GCN cap nhat, khdng gia han
Aguettant Parc Scientifique Tony R/320 for Medicines and Health|Laboratoire theo chinh sach cdia EMA.
Garnier, Lyon, 69007, 9 [Products Safety (ANSM) [Aguetant
Franceld 8.
(Céch ghi khéc: 1 rue o
Alexander Fleming, Lyon, <
69007, France)
53 |RECIPHARM Rue des Prés-Potets 2018/HPF/F o National Agency for the |[VPDD tai HN Tra ctu EUDRA, Co s& san xuat d3 dwoc cap Gidy GMP cip nhat, 2021/HPF/FR/106
FONTAINE Fontaine Les Dijon, 21121, [R/056 S [Safety of Medicine and |Abbott ngay 14/9/2021 cé hiéu lyc dén ngay 11/12/2023.
France :‘, Health Products (ANSM), |Laboratories P& nghi b6 sung gidy chirng nhan GMP dwoc sao chirng thuc theo quy dinh (hop
2 France (Singapore) phap hda lanh sy, céng chirng...).
© Private Ltd.
54 ([Laboratoires ZA des Boutries, rue 2020/HPF/F French National Agency |Céngty TNHH [B6 sung CPP hodc gidy xac nhan dia chi clia co quan tham quyén dé déi chiéu
Grimberg SA Vermont, Conflans Sainte |R/024 for Medicines and Health|Duwoc phdm
Honorine Cedex, 78704, Products Safety (ANSM) [Nhat Anh
France 4
(Céch viét khac: Z.A. des S
Boutries, rue Vermont, S
78704 Conflans Sainte 3
Honorine Cedex, France)
55 |Cenexi HSC 2 rue Louis Pasteur, 2018/HPF/F French National Agency |VPDD tai Tp. Ha [Tra ciru EUDRA c6 gidy GMP cap nhat s& 2021/HPF/FR/153, cip ngay 08/10/2021,
Herouville Saint Clair, R/261 I for Medicine and Health |N&i Merck Sharp [hiéu Iyc dén ngay 26/5/2024.
14200, France § Products Safety (ANSM) |& Dohme (Asia) D& nghi b6 sung gidy chirng nhdn GMP duwoc sao chirng thuc theo quy dinh (hop
(cach ghi khac: 2, rue Louis & Ltd Hongkong |phdp hoda lanh sy, cong chirng...).
Pasteur, 14200 Herouville S
St Clair, France) ©
56 [Delpharm Saint  [Rue de L'lsle, Saint Remy |2019/HPF/F French National Agency |VPPD tai Tp. HN [Tra cru EUDRA, Co s& sdn xuit d3 duwoc cip Gidy GMP cap nhat, sé
Remy (tén cii: Sur Avre, 28380, France R/330 o for Medicines and Health|Abbott 2021/HPF/FR/128 cap ngay 10/8/2021 han dé&n 07/5/2024, pham vi b8 sung thudc
Famar L'Aigle) S |Products Safety (ANSM) [Laboratories sinh hoc.
: (Singapore) P& nghi b6 sung gidy chirng nhan GMP duwoc sao chirng thuc theo quy dinh (hop
g Private Ltd. phap héa lanh sy, cdng chirng...). Trudng hop dé nghi céng bé thudbc sinh hoc, dé

nghi b& sung hd so danh gid GMP theo yéu ciu cla Nghij dinh 54/2017/ND-CP.
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57 |LABORATOIRE AJC |usine de Fontaury, 2018/HPF/F French National Agency |Cbéngty CPDP BG sung:
PHARMA CHATEAUNEUF SUR R/195 for Medicines and Health|Vipharco + Gidy chirng nhan GMP cap nhét, dwoc hop phap hda lanh sy theo quy dinh.
CHARENTE, 16120, France o Products Safety (ANSM) + Danh muc san pham.
§ fS;o‘ doé ki thl’,lét nhé xuéng fn ro rang, trén kho giay phu hq\p v? co ch’u thI'C‘h bang
oo tiéng Anh/tiéng Viét phan biét cac khu vye chirc ndng: So do tong thé, so do duong
; di cha ngudi va nguyén vat liéu, so d6 chénh ap va so do cdp sach.

58 |Ferring Controlled |1 Redwood:Place, Peel UK MIA Medicines and VPDD Ferring * B§ sung, giai trinh:

Therapeutics Park . Campus, East 8731 Insp Healthcare Products Private Ltd. tai |- Tra clru trén https://cms.mhra.gov.uk/mhra/gmp, co s& san xuat dwoc cap gidy

Limited Kilbride, Glasgow, G74 GMP Regulatory Agency TP. H6 Chi Minh |chirng nhan GMP s6 UK MIA 8731 Insp GMP /IMP8731/18177-0020, ngay cap

5PB, United Kingdom /IMP8731/1 o (MHRA), United 01/10/2019; hét han 28/5/2022, pham vi chitng nhan gidng v&i pham vi trén gidy
8177-0019 S [Kingdom GMP s8 UK MIA 8731 Insp GMP /IMP8731/18177-0019, ngay cap 12/3/2019; hét han
> 12/3/2022.
2 --> dé nghij gidi trinh vé 02 gidy chirng nhan néu trén.
- - Cung c3p CPP san pham Propess va CPP sdn pham Rekovelle con hiéu lyc dé xem
xét cong b6 theo pham vi Dot 8.
59 |Bard Unit 191, Cambridge UK MIA Medicines and VPDD * BG sung, giai trinh:
Pharmaceuticals [Science Park, Milton Road, [1811 Insp - Healthcare Products Mundipharma |- Gidy chirng nhan GMP cla co s& san xuat tra ciu dwoc trén website ciia MHRA
Limited Cambridge CB4 0GW, GMP/GDP/I S  [Regulatory Agency Pharmaceuticals |(https://cms.mhra.gov.uk/mhra) c6 ngay cap la 16/3/2021 khéc v&i ngay cap trén
United Kingdom MP E (MHRA), United Pte. Ltd tai TP. |gidy GMP d3 ndp tai ho so 10-189 la ngay 16/02/2021.
1811/21989- 3 Kingdom Hb Chi Minh - B6 sung Bao cdo thanh tra GMP dugc hop phap héa lanh sy va chirng thuc theo
0038 - quy dinh. Gidi trinh vé viéc ngay thanh tra trén gidy GMP |a 16/8/2020 khdac vdi ngay
ghi trén bdo cdo thanh tra la 10/8/2020.2

60 |Reckitt Benckiser |Nottingham site, Thane |UK MIA Medicines and VPDD tai Tp. D@ nghi b6 sung theo yéu cau Dot 15.

Healthcare road, Nottingham, NG90 (12862 Insp 9 |Healthcare Products HCM Reckitt (H6 so' 6989 (23/9/2021) Cong ty bb sung so d6 nha xuwdng gdm 01 trang (kém chd

International 2DB, United Kingdom. GMP/IMP % Regulatory Agency Benckiser thich chung), khéng cé so d6 ré rang cla tirng khu vire san xuat thubc vo trung,

Limited 12862/1190 8. (MHRA), United (Thailand) thu8c khéng v trung, thudc sinh hoc; khdng cé thong tin cu thé vé tirng phong, cap
98-0020 pa Kingdom Limited sach, chénh ap... twong (rng cha tirng day chuyén san xuét).

61 |Recipharm HC London Road, Holmes UK MIA Medicines and VPDD * BS sung: SO d6 nha xwédng ban in rd rang khu vire sdn xuat dang bao ché ran khac:
Limited (tén cii: Chapel, Crewe, CW4 8BE, |50506 Insp < [Healthcare Products Mundipharma |cac phong san xuat, cip sach, chénh &p, dwong di (pham vi chirng nhan cé "dang bao
Fisons Limited) United Kingdom GMP/GDP/I 8 Regulatory Agency Pharmaceuticals |ché ran khac, tuy nhién, layout kém theo SMF thiéu trang 61; 62; 63/67 va chwa c6

MP Elr (MHRA), United Pte. Ltd tai TP. |thong tin vé@ khu viurc san xuat cac dang bao ché nay)
50506/1535 Q Kingdom H® Chi Minh
3-0031
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62 |WASDELL UNITS1,2,3,5,67&8 |UKMIA Medicines and VPDD Shire B6 sung:
PACKAGING EURO WAY INDUSTRIAL  [1411 Insp L2 [Healthcare Products Singapore Pte. [+ Gidy chirtng nhan GMP cap nhat, duoc hop phap héa lanh sy theo quy dinh.
LIMITED ESTATE, BLAGROVE, GMP/GDP/I 8. Regulatory Agency Ltd tai Tp HCM [+ Phu luc I-VIIl cGa hd so téng thé theo hudng dan ctia EU-GMP, trong dé bao gdm ca
SWINDON, SN5 8YW, MP : (MHRA), United so d6 t6 chirc, danh muc san pham déng géi, danh muc thiét bi, so d6 khu vuc déng
United Kingdom 1411717672 3 Kingdom gbi & kho.
14-0010
63 [Remedina S.A. 23 Gounari & Areos Str., |70779/2-7- National Organization  |Céngty CP DP  [Co s& san xuat da dugc cap Gidy chirng nhan mdi (ndm 2021), dé nghi cung cap gidy
Kamatero Attiki, 13451 2018 o for Medicines (EOF), Thé gi¢i mai chiérng nhan cap nhét, khéng gia han theo chinh sich cdia EMA.
Greecell S |Greece
o
(Cach ghikhac: 23 Gounari A
o
& Areos Str., 13451, S
i
Kamateroi, Greece)
64 [Boehringer 5th km Paiania- 24076/11-4- National Organization  |VPPD Co s& da duogc cap gidy chirng nhan GMP mdi s6 80923/23-9-2021 & 87069/ 24-9-
Ingelheim Ellas A.E[Markopoulo, Koropi Attiki, [2018 for Medicines (EOF), Boehringer 2021. Bé nghij cong ty ndp gidy chirng nhdn GMP cap nhat, dwgc hop phép héa lanh
19400, Greece ®  |Greece Ingelheim tai TP. [sy.
(Cach ghi khéc: 5th km S HCM
Paiania-Markopoulo, 3
19400 Koropi, Greece) =
65 [Help Abee/ Help [Pedini loanninon, 65690/8-6- o |National Organization  [Céng ty c6 phan |Co s& d3 dwoc cip gidy chirng nhan GMP méi s6 66794/12-7-2021. Dé nghj cong ty
= . o . R A R e
S.A. loannina, 45500, Greece (2018 Q [for Medicines (EOF), duoc pham ndp gidy chirtng nhan GMP cap nhat, duoc hop phép hda lanh sy.
15' Greece Thién Thao
o
o
66 [Uni-Pharma Kleon [14th km National Road 1, |125320/ 7- o |National Organization  [Céngty TNHH  |D& nghj b8 sung xac nhan cla co quan cdp gidy GMP vé cach ghi dia chi khac.
Tsetis Building A and Building B, [12-2020 § for Medicines (EOF), duwgc Tam Dan
Pharmaceutical Kato Kifisia Attiki, 14564, g Greece
Laboratories SA Greece g'
67 |[GAPSA 46, Agissilaou str., Agios  |45966/24-4-| o [National Organization  |Céngty c6 phan [B6 sung gidy chirng nhan GMP ban cé chit ky cla co quan thadm quyén, dugc chirng
Dimitrios Attiki, 17341, 2020 § for Medicines (EOF), BT Viét Nam thye theo quy dinh hodc duwdng link xac nhan théng tin gidy chirng nhan GMP cla
Greece g Greece National Organization for Medicines (EOF) - Greece.
Q
68 |[Fournier Anngrove, Carrigtwohill, [30380/M102 - Health Products VPDD tai HN B6 sung ho so danh gid GMP theo quy dinh d&i v&i pham vi thudc sinh hoc
Laboratories Co. Cork, Ireland 0/00001 S [Regulatory Authority Abbott
[}
Ireland Limited g‘ (HPRA), Ireland Laboratories
g (Singapore)

Private Ltd.
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No. 439, 440, 441 & 458,
TSIIC Formulation SEZ,
Polepally Village, Jadcherla
Mandal, Mahaboobnagar

District, Telangana, India)
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69 |Shire Block 2/3 Miesian Plaza, [17496/M116( . [Health Products VPDD Shire BG sung gidy chirng nhan GMP cdp nhat, dugc hgp phap hda I3nh sy theo quy dinh
Pharmaceuticals |[50-58 Baggot Street 01 § Regulatory Authority Singapore Pte.
Ireland Limited Lower, Dublin 2, D02 g (HPRA), Ireland Ltd tai Tp HCM
Y754, Ireland N
70 [M/s. Natco M/s. Natco Pharma DE.HH_01_ ~ |Coquan thdm quyén Mi Pharma Gidi trinh: Gidy chirng nhan cli hét han trudc khi cé quyét dinh chinh thirc cia EMA
Pharma (Pharma- [(Pharma-Division), Kothur,J{GMP- S [puc Private Ltd theo Théng tw s& 29/ 2020/TT-BYT ngay 31/12/2020. D& nghi bé sung Gidy chirng
Division) Limited [Rangareddy District, 2017_1003 S nhan GMP mdi cip nhat hodc tai liéu chirng minh nha sdn xuat thudc dién gia han
509228 Telangana, India z theo théng bao clia EMA.
71 |M/s. Biocon Special'Economic Zone, DCD/CR- Government of MI Pharma Pvt |Co s& da cong bé Dot 6 STT 92.
Limited Plotino.s 2, 3,4 & 5, Phase{1719/SPL.CL- Karnataka — Drugs Ltd. Cong ty ndp xac nhan clia Pai st quan An D6 va d& nghi bs sung cach ghi dia chi khac
IV, Bommasandra — Jigani (1/2018-2019 o Control Department, trong do ghi chi tiét d&n cac Block trong dia chi chinh.
Link Road, Bommasandra S |India Pé nghi cung cap xac nhan cla Co quan cap chirng nhan GMP hodc Gidy chirng nhan
Post, Bengaluru (hodc tén : GMP c6 b6 sung théng tin cla cac Block trong phan dia chi co s6.
cli Bangalore) - 560 099, 2
India -
72 [Inventia F1-F1/1, Additional FT077/MH/0 National Authority of VPDD tai Tp. P& nghj cung cap céc CPP dugc cap bdi Co quan quan ly duwoc da cap gidy chirng
Healthcare limited |Ambernath M.I1.D.C., 02/2020 ° Medicines and Health HCM Mega nhan EU-GMP twong (rng vdi dang bao ché (83 yéu ciu tai Dot 13, Dot 18).
(* Cach ghikhac: [Ambernath (East), District S [Products (INFARMED), |[Lifesciences
Inventia Thane, Maharashtra, 421 : Portugal public company
Healthcare Ltd.) |506 India z limited Thai Lan;
73 |Hetero Labs Unit V, Block V and V-A, TSIIC{FI006/001/2 National Authority of VPDD Hetero Nha sdn xuit d3 dwoc cap gidy chirng nhan mai s& FI006/001/2020, dé nghi b6 sung
Limited Formulation SEZ, S. Nos 019 Medicines and Health labs limited gidy chirng nhan GMP cap nhat, dwoc hop phap hda lanh suy.
439, 440, 441 & 458, Products (INFARMED),
Polepally Village, Jadcherla Portugal
Mandal, Mahaboobnagar o
District., Telangana, 509301, 3
India 3
(Céch ghi khac: Unit V, Sy. S
o
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74 |Medopharm No.50 Kayarambedu K. Dic. No. ° Department of Food and |Cong ty c6 phan |- Gidy chirng nhan GMP khéng ghi cu thé tiéu chuan 4ap dung |1a Indian-GMP hay WHO
Private Limited Village, Guduvanchery, 18695/D1/4 S [Drugs Control duwoc phdm GMP, d& nghi b8 sung van ban xac nhan cla co quan cé thadm quyén cap gidy GMP vé
603 202, India /2019 3 Administration, Tenamyd tiéu chudn ap dung dé& danh gia GMP.
2 Government of - B6 sung Bao cdo thanh tra twong &ng vé&i Gidy GMP cla co quan QLD nuwéc sé tai.
© Tamilnadu, India
75 [Fresenius Kabi Village Kishanpura, Baddi, |DE-HE_01_ o |Coquan thdm quyén Céngty CP Nha san xuat da dugc cap gidy chitng nhan EU-GMP s& DE_HE_01_GMP_2021_0045
Oncology Limited |Tehsil Nalagarh, District “|[GMP_2021_| & |[buc Fresenius Kabi  [c6 pham vi dang bao ché& cap nhat. Do vy, yéu cau b sung ban chirng thyce gidy
Solan, IN-174101, India 0006 : chirng nhan GMP cap nhat.
3
76 [Fresenius Kabi Village Kishanpura, Baddi, |UK GMP Medicines and Céngty CP Co s& d3 dugc cap gidy chirng nhan EU-GMP méi bdi co quan thadm quyén EMA. Do
Oncology Limited _|Tehsil Nalagarh, District 29338 Insp Healthcare Products Fresenius Kabi  |vay, yéu cdu b8 sung gidy chirng nhan EU-GMP md&i dé cap nhat hiéu luc.
Solan, IN-174101, India GMP Regulatory Agency
Nalaga’:h, D’istrict 'Solan (hoac 41-0008 g Kingdom
District Solan, Himachal 2
Pradesh), IN-174101, India / :
Village Kishanpura, P.O. Guru ©
Majra, Tehsil Nalagrarh,
Distt. Solan (H.P.) 174101,
India)
77 |Hetero Labs Unit Il Formulation Plot  [ES/065HV/1 Co quan thdm quyén Tay|VPDD Hetero BG sung gidy chirng nhdn GMP cdp nhat hodc vdn ban xdc nhan co sé thudc dién gia
Limited No 22 - 110 IDA, 7* Ban Nha Labs Limited han theo théng bdo mdi clia co quan thdm quyén thudc EMA.
Jeedimetla, Hyderabad,
500 055 Telangana, India ]
(Cach ghi khac: Unit 111, 22 4 S
110 1.D.A, Jeedimetla, S
Hyderabad, Telangana B8
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78

Cipla Limited (Unit
X)

Unit X, Plot No. L-139, S-103
& M-62, Verna Industrial
Estate, Verna,Goa, IN-403
722, India

(cach viét khac:

- Unit X, Plot No. S-103 to S-
105, S-107 to S-112 & L-147;
L-147/1 to L-147/3, L-147/A
& L-138, Verna Industrial
Estate, Verna, Salcette, Goa,
IN 403772, India

- Plot:No. S-103 to S-105, S-
107to S-112, L-138, L-147, L-
147/1to L-147/3 & L-147/A,
Verna Industrial Estate,
Verna - Goa, India).

UK GMP
14694 Insp
GMP
14694/1022
7632-0003

31-01-2021

Medicines and
Healthcare Products
Regulatory Agency
(MHRA), United
Kingdom

Cipla Ltd, India

P& nghi b6 sung xac nhan cla co quan quan ly dugc Anh (MHRA) hodc chirng nhan
cla nha san xuat thudc dién dwoc gia han theo chinh sich gia han cia MHRA.

79

Cipla Ltd. (Unit 1)
Plot No. L-139

Cipla Ltd. (Unit I), Plot No. L-
139, 5-103 & M-62, Verna
Industrial Estate, IN-403 722
Verna, Goa, India

(Cach ghi khac: Unit I, Plot
No. L-139 to L-146, Verna
Industrial Estate, Verna -
Goa, India).

DE_ST 01 _G
MP_2018_0
022

01-11-2018

Co quan thdm quyén
burc

Cipla Ltd, India

Co s& da dugc cap gidy chirng nhan GMP méi s6 DE_HE_01_GMP_2020_0095. bé
nghi céng ty nép gidy chirng nhan GMP cap nhat, dwoc hop phap hoa lanh sy.

80

Titan Laboratories
Pvt., Ltd

Plot No. E-27/1, E27/2,
M.1.D.C. - Mahad, Village -
Jite, Dist. Raigad,
Maharashtra State, Pin -
402309, India

17377/2-3-
2017

20-04-2017

National Organization
for Medicines, Greece

Congty TNHH Y
t& Canh clra Viét

B6 sung gidy chirng nhan GMP-EU cap nhat hodc van ban cla co quan thdm quyén
xac nhan co s& thudc dién gia han theo théng bdo ciia EMA, dugc chirng thuce theo

quy dinh.
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81 |Cipla Limited Plot No 9 & 10, Pharma Zone (3008581988 United States Food and |Mi Pharma P8 nghi cung cap bdo cdo thanh tra cdp nhat ndm 2019 dugc HPHLS do USFDA cap
Phase Il Section IlI, Indore Drug Administration Private Limited |d€& lam r& cac pham vi dwoc tiép tuc chirng nhan cGMP.
Special Economic Zone, (U.S. FDA)
Pithampur, District Dhar,
Madhya Pradesh, 454775
India
(cach viét khac: x
+ Plot No 9 & 10, Indore 8
Special Economic Zone, g
Phase II, Pithampur, District i’
Dhar, Madhya Pradesh, IN-
454775 India;
+Plot No 9 & 10, Pharma
Zone, Phase Il, Indore SEZ,
Pithampur,(MP) - 454775
India. )
82 |[USV Private H-13, 16, 16A, 17, 18, 19, [UK GMP Medicines and VPHD M Co s& da duogc cap gidy chirtng nhan GMP mdi s& UK GMP 24881 Insp GMP
Limited 20, 21 va E-22, OIDC, 24881 Insp 9 [Healthcare Products Pharma tai TP 24881/41672-0007. Dé nghi céng ty ndp gidy chirtng nhan GMP cip nhéat, dugc hop
Mahatma Gandhi Udyog (GMP 8. Regulatory Agency HCM phap hda lanh su.
Nagar, Dabhel, Daman, IN-(24881/4167 SI' (MHRA), United
396210, India 2-0006 8 |Kingdom
83 |Biodeal Vill. Sainimajra, Nalagarh - |[HFW-H « |Health & Family Welfare [Congty TNHH  |B& sung bdo cdo thanh tra GMP tuong (ng véi gidy chirng nhan GMP cip nhat
Pharmaceuticals [Ropar Road, Nalagarh, [Drugs] § Department Himachal dwoc phdm New
PVT LTD Distt. Solan (H.p.), 174101 {327/06 Vol- g Pradesh, India Far East
India 1l g
84 |Meyer Organics |No. 10D, 2nd Phase, No. DCD/SPL; Drugs Control Coéngty TNHH  |Thdng tin vé ngay chirng thue tai B6 Ngoai giao An Do khong ro rang (ngay
Pvt. Ltd Peenya Industrial Area, CL-I/CR- Department, Goverment |MTV Duoc 02/10/2020 hay ngay 12/10/2020). Do vy, yéu ciu b8 sung ban hop phéap héa lanh
Bangalore - 560 058, India {105/2020-21 ° of Karnataka, India pham ACE sy ¢ cac thdng tin chirng thuc rd rang cla gidy chirng nhan GMP nudc sé tai dé doi
GSC. No. S chiéu.
DD099- g
00000- 8‘
18906
85 [Karnataka Plot No. 14, Il Phase, DCD/SPCL/C — |Office of the Drugs Congty TNHH - D& nghi giai trinh tai sao pham vi ca 2 gidy GMP dugc cip cdn c dot kiém tra ngay
Antibiotics Peenya Industrial Area, R405/21-22 § Controller, State of MTV An Phét 09/4/2021 (s6 DCD/SPCL/CR170/21-22 cap ngay 17/6/2021 va sb
Pharmaceuticals [Bengaluru 560 058, India g Karnataka, India DCD/SPCL/CR405/21-22 cap ngay 01/8/2021) khéng théng nhat.
Limited =
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86 [Dr. Reddy's FTO 2 Survey No. 42, 45, &|DE_BY_04_G Co quan thdm quyén VPDD Dr. Reddy P& nghi Cong ty gidi trinh vé dang bao ché Granules ghi trén GCN GMP EU khéc vdi
Laboratories Ltd. |46, Bachupally Village MP_2020_0 Q |btrc (Regierung von Laboratories Ltd |dang bao ché Pellets ghi trén GCN GMP WHO.
Bachupally Mandal 145 8. Oberbayern), Germany
Medchal Malkajgiri 8
District, Telangana State, Q
India
87 |Softgel Healthcare [Survey No. 20/1, K Dis No: Department of Food Coéng ty TNHH  [B6 sung bdo cdo thanh tra GMP gbm day du céc trang tuwong (rng vdi gidy chirng
Private. Ltd Vandalur, Kelambakkam |[15155/D1/4 < |Safety and Drugs Control [MTV An Phét nhan mai.
Road, Pudupakkam /2020 8. Administration,
Village, Kancheepuram 8. Government of
District, 603 103, India Q Tamilnadu, India
88 |Saga Lifesciences: |Survey No.198/2 & 198/3, 19121734 Food & Drug Control Cong ty TNHH  [Céng ty cung cap thu xac nhan clia FDA bang Gujarat va dé nghi ghi cu thé cac dang
Limited Chachrawadi Vasna, Ta- Administration, Gujarat [MTV DP Viét Tin [bao ché& khong duwoc néu trong gidy GMP: "Vién bao dwdng; vién bao tan trong rudt;
Sanand, City: Chachrawadi State, India vién bao giadi phdng bién déi, vién 2 1&p. Vién nén trong nang; pellet trong nang; bot
Vas.na, Dist. Ahmgdabad, trong nang.".
ﬁuéztjzésctstge};ili::‘c: P& nghi cung cap gidy chirng nhan GMP c6 pham vi nhu y&u ciu b6 sung clia Cong ty.
- Survey No. 198/2 & 198/3,
Chachrawadi Vasna, Ta-
Sanand, City: Chachrawadi
Vasna, District: Ahmedabad, g
India; 3
- Survey No. 198/2 & 198/3, —
Chachrawadi Vasna, Ta N
Sanand District, Ahmedabad -
382210, Gujarat, India;
- Survey No. 198/2 & 198/3,
Chachrawadi Vasna, Tal-
Sanand, Dist-Ahmedabad-
382210, India)
89 [Flamingo R-662, T.T.C Industrial NEW-WHO- ° Food and Drug VPBD tai Ha Noi |- SMF (FPL/RAB/SMF/2021 v01 ngay 05/01/2021) chi c6 théng tin vé thudc thudng,
Pharmaceuticals |[Area, MIDC, Rabale, Navi [GMP/CERT/ S [Administration M.S Flamingo khdng cé thong tin vé thudc chira khang sinh nhdm Cephalosporins, beta-lactams, dé
Ltd Mumbai Thane 400701, KD/88380/2 g Bandra (E), Mumbai, Pharmaceuticals |nghj gidi trinh cdc khu virc san xuat cu thé tuvong (ng véi layout.
Maharashtra State, India {020/11/335 (% India Limited - B6 sung Bao cdo ra soat chat lvgng san pham thudc vo trung.
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90 [(Alkem Alkem Laboratories Limited, |DE_HE_01_ Co quan thdm quyén Alkem Céng ty dé nghi b8 sung cach ghi dia chi khac (15 cach ghi), ddng y diéu chinh d&i vdi
Laboratories Site Baddi |, Village Thana,  |GMP_2020_ blrc Laboratories 01 cach ghi twong (ng, cac cach ghi khac d@ nghj cung cap MA va CPP dé bd sung.
Limited Baddi, Tehsil - Nalagarh, 0022 Limited
District Solan, Himachal o
Pradesh, 173205, India S
Céch ghi khac: R
+ Site Baddi I, Village Thana, ":\.>
Baddi, Tehsil - Nalagarh, 5]
District Solan, Himachal
Pradesh, 173205 India
91 |Medreich Limited [12th:Mile, Old Madras UK GMP ~ Medicines and VPDD tai Tp. Gidy GMP clia nwdc s& tai da hét hiéu lyc ngay 07/9/2021.
(Medreich Limited {Road, Virgonagar, 17742 Insp S  |Healthcare Products HCM Paradigm |Dé nghj b6 sung gidy chirng nhan GMP clia nudc s tai dwgc sao chirng thyc theo
- Unit 1) Bangalore, 560049 (hoac [GMP 3 Regulatory Agency Pharma quy dinh (hop phap hdéa lanh sy, cong ching...).
IN 560-049), India 17742/9885- ,:" (MHRA), United (Thailand) Co.
0010 o Kingdom Ltd
92 |Bharat Parenterals|Survey No.144&146, Jarod |19101673 Food & Drug Control Bharat BG sung bao cao chat lwgng san pham v6 trung dé céng b6 pham vi thubc tiém bot
Limited, India Samlaya Road, Tal-Savli, 9 [Administration Gujarat |[Parenterals nonbeta
City: Haripura, Dist. 8. state, India Limited
Vadodara, Gujarat State, 3.
India .4
93 |Sun Industrial Area No.3, V/WHOGMP o |FDA Madhya Pradesh, |COngty Sun khdéng bé sung pham vi API do Gidy chirng nhdn GMP va B3o cdo thanh tra cla An
Pharmaceutical A.B.Road, Dewas 455001 |/Rev./Sun- § India pharmaceutical |khoéng néird loai nguyén liéu nao.
Industries Limited [(MP), India 17/2019/51 3' Industries
15 i Limited
94 |Sun Industrial Area 3, NL/H o Health and Youth Care |Cbng ty Sun Gidi trinh:
Pharmaceutical A.B.Road, Dewas 455001 (19/2009632 S |Inspectorate - pharmaceutical |- b6 sung CPP dé& dwoc thém pham vi vién nén bao phim.
Industries Limited [(MP), India : Pharmaceutical Affairs, |Industries - b6 sung CPP hodc Bao cdo thanh tra GMP ctia EU dugc HPHLS dé dugc sira pham vi
3 Netherlands Limited tlr "chira khéng sinh nhém beta lactam" thanh "bao gbém ca khéng sinh nhém beta-
© lactam”
95 |Makcur 46/4-7 Dehgam Road, Zak (21062646 . Food & Drugs Control Céng ty Makcur [B6 sung Bao cdo thanh tra (Joint Inspection Report) ngay 03-04/6/2021 c6 day dd
Laboratories Ltd  |Village, Tal - Dehgam, Dist S [Administration, Gujarat |[Laboratories Ltd [thdng tin vé thoi gian thanh tra, thanh phan, pham vi thanh tra va chit ky ca céc
Gandhinagar, Gujarat S state, India (India) thanh vién doan thanh tra.
State, India 8
(a0}
96 |Eurolife Khasra No.520 17P1/238/2 o |Medical Health & Family |Céng ty TNHH BG sung bao cdo san pham vé trung d6i v&i cac san pham thudc vo trung thé tich nho
Healthcare Pvt, Bhagwanpur, Roorkee, 007/8675 S [Welfare, Sahastradhara [duwgc phdm Y- [(thudc tiém, thudc nhé mét)
Ltd. Unit-I Distt. Haridwar, -247667 S Road, Dehradun Med
Uttarakhand (India) g (Uttarakhand) India
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97 |Geltec Private Sr No 24, 26/3, 27/2 DCD/SPL.CEL Drugs control Geltec Private  |Bdo cdo thanh tra cdng ty gtti 1a thu danh gia Bdo cdo khic phuc clia dot thanh tra
Limited Yadavanahalli Attibele, /CR- < |Department of Limited ngay 25,26/7/2019 trong khi ngay thanh tra trén Gidy chirng nhan GMP |a ngay
Bangalore -Hosur Road, 218/2021-22 8. Karnakata, India 20/2/2020. Pé nghi b6 sung bao cao thanh tra twong rng vdi Gidy chirng nhan GMP
Bangalore District, 8 dé dugc cong bé.
Karnataka 562 107, India =

98 |Geltec Private Sr No 24, 26/3, 27/2 MI-2018-CE- Therapeutic Goods Geltec Private  |Bdo cdo thanh tra cdng ty gtti 1a thu danh gia Bao cdo khic phuc clia dot thanh tra
Limited Yadavanahalli Attibele, 12754-1 Q |Administration (TGA), Limited ngay 25,26/7/2019 trong khi ngay thanh tra trén Gidy chirng nhan GMP |a ngay
Bangalore -Hosur Road, 8. Australia 20/2/2020. Pé nghij bé sung bao cao thanh tra twong rng vdi Gidy chirng nhan GMP
Bangalore District, 5 dé dwoc cong bé.
Karnataka 562 107, India 5
99 [M/s Akums Drugs [Plot No. 19, 20 & 21, 17P/1/45/20 Directorate General of |M/s Akums - SMF va so d6 khu vuc sdn xuat khéng cé théng tin vé khu virc san xuat Thubc chira
& Pharmaceuticals|Sector-6A, IIE, Sidcul, 04/15538 Medical Health and Drugs & khang sinh nhém beta-lactam; pham vi kiém tra ghi tai Bdo cdo thanh tra GMP ngay
Ltd Ranipur, Haridwar - ~  [Family Welfare, Pharmaceuticals |13 — 14/11/2017 c6 san pham chira khidng sinh nhém Cephalosporin, nhém
249403, Uttarakhand, 8 Uttarakhand, India Ltd Penicillins.
India : Dé nghj gidi trinh, lam rd tirng khu viyre sdn xuat thudc thudng, thudce chira khang sinh
~ nhém Cephalosporin, nhém Penicillins; cung cap So d6 nha xwdng ban in rd rang thé
hién tirng khu vire sdn xuat (tén phong, cap sach, chénh ap...) tvong ng.
100 [(Emcure Plot No. P1 and P2, I.T.B.T. [NEW-WHO- Food & Drug VPDD Emcure  |* B sung: ]
Pharmaceuticals [Park Phase-Il, M.I.D.C. GMP/CERT/ Administration, Pharmaceuticals |- Gidy ching nhan GMP do Co quan quan Iy dwoc An D6 cap, ban cap nhap con hidu luc, duoc
Ltd Hinjawadi Pune 411057, |PD/74276/2 Maharashtra State, India |Ltd. Tai TP. H5  |"9P Phap hda lanh sur va chiimg thurc theo quy dinh. ,
Maharashtra State, India |018/11/255 chi Minh - Béo cao t.ha.nh tra GMP cla Co quan quan ly dugc An D twong ing véi gidy GMP sd tai (d6i
82 \ejl Céf bl’nldmg’PI?nt IIl, SPD, OSD).‘ ‘ ?
- So do6 tong thé cla nha may bao gom day du cac Plant, trong d6 cé Plant Ill; SPD va OSD.
- So dd nha xudng ban in rd rang thé hién tirng khu vuc sdn xuat; phan vling cap sach, chénh
ap, duong di cha Plant 11l va SPD.
© - B4o cdo ra soat chat luvgng san pham thudc vé trung d6i véi cac dang bao ché:
=, + Plant Ill ddy chuyén déng 6ng s6 1: cdc dang bao ché san xuat vo trung chira chat doc té bao.
3 + Plant SPD day chuyén déng 8ng s6 4: dung dich tiém thé tich nho (san xuat vé trung); dung
i dich thé tich nhé (thudc tiét trung cudi)
8 - SMF cla site san xuat SPD néu khéng san xuat thudc doc té bao, gidy GMP s& UP/I-530-

10/19-03/36; 381-10-05/162-19-03 c6 pham vi chitng nhan d&i véi thudc tiét trung cudi chira
chat doc té bao tai SPD, dé nghj gidi trinh.

- Chi rd khu vurc san xuat thudc déc té bao va thudc thudng tai Plant I,

- SMF cta Plant Ill, muc 1.2 néu chi san xuat thudc déc té bao, gidy GMP s6 UP/I-530-10/19-
03/36; 381-10-05/162-19-03 c6 pham vi chirng nhan d6i vdi thudc vé trung tai Plant Il bao
gdm ca thudc thudng va thudc doc té bao, dé nghi gidi trinh.

- Lam rd vé "céac dang bao ché khac chira chat doc té bao" dé cap trong pham vi chiérng nhan
cla gidy GMP s8 UP/I-530-10/19-03/36; 381-10-05/162-19-03.
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101 |Emcure Plot No. P-1 and P-2, UP/I-530- Agency for Medicinal VPDD Emcure  |* BG sung:
Pharmaceuticals |[I.T.B.T. Park, Phase II, 10/19- Products and Medical  |Pharmaceuticals |- Gidy chirng nhan GMP do Co quan quén Iy duoc An D cip, ban cap nhap con hiéu luc, duoc
Ltd M.L.D.C. Hinjawadi, Pune- |03/36; 381- Devices (HALMED), Ltd. Tai TP. H5  |hoP phap héa lénh sy va chitng thyc theo quy dinh. , ,
411057, Maharashtra, 10-05/162 Croatia Chi Minh - Bdo cdo thanh tra GMP cta Co quan quan ly dwoc An D6 tuong (rng vdi gidy GMP s& tai (i
India 19-03 vai ca"c bL)JiIding)PIant I, SPD, OSD).
- So d6 téng thé clia nha may bao gbm day dd cac Plant, trong d6 c6 Plant I1l; SPD va OSD.
- S0 d6 nha xudng ban in rd rang thé hién tirng khu virc san xuat; phan vung cip sach, chénh
ap, dudng di cda Plant 11l va SPD.
- Bdo cdo ra soat chat lvgng san pham thudc vo trung d6i véi cac dang bao ché:

g + Plant lll ddy chuyén déng 8ng sd 1: céc dang bao ché san xuat vé trung chira chat doc té bao.

3 + Plant ?PD day chuyén déng 6ng s6 4: dung dich tiém thé tich nhé (san xuit vé trung); dung

i dich thé tich nho (thudc tiét trung cudi)

Q - SMF cla site san xudt SPD néu khéng san xuat thuéc doc té€ bao, gidy GMP s& UP/I-530-
10/19-03/36; 381-10-05/162-19-03 c6 pham vi chitng nhan d8i véi thuéc tiét trung cudi chira
chit déc té bao tai SPD, dé nghij giai trinh.

- Chi rd khu vurc san xudt thudc déc té bao va thudc thuéng tai Plant 111
- SMF cta Plant Ill, muc 1.2 néu chi san xuat thudc déc té bao, gidy GMP s6 UP/I-530-10/19-
03/36; 381-10-05/162-19-03 c6 pham vi chirng nhan d6i vdi thudc vé trung tai Plant il bao
gom ca thubc thuong va thudc doc té bao, dé nghi giai trinh.
- Lam rd vé "cac dang bao ché khac chira chat doc té bao" dé cap trong pham vi chirng nhan
cla gidy GMP s8 UP/I-530-10/19-03/36; 381-10-05/162-19-03.
102 |M/s. Kausikh Plot Nos. 6 & 7, Door K.Dis.No: Department of Food Cong ty c6 phan |BS sung:
Therapeutics (P) |No.728, Kakkanji Cross 19062/D1/4 Q [Safety and Drugs Control [dwoc pham - Bdo cdo thanh tra clia co quan quan ly An d6 twong ¢ng vai Gidy GMP (kiém tra
Ltd Street, Paraniputhur Road,|/2019 8 Administration Song Van ngay 10-11/2/2020 va 10/02/2020)
Gerugambakkam, Chennai 8 Govement of Talminadu, - Gidy chirng nhan GMP duoc hgp phép hoda chirng thuc c6 kém theo danh muc san
- 600128, India S |India phadm dugc chirng nhan.
- Danh muc cac dot thanh tra trong 3 ndm gan day
103 |Coral Laboratories |Plot No. 57/1 (16), DCD/D&D/L - Drugs Licensing Congty TNHH  |Gidi trinh:
Limited Bhenslore, Dunetha, Nani |A/2018- S |Authority, UT of Daman |DP Tién Giang |1. Bdo cdo thanh tra kh6ng c6 chir ky cta thanh tra vién. D& nghi nép ban day dd.
Daman - 396210, India 2019/300 3 & DIU, Daman, India 2. Layout cac ting khéng khdp nhau (gitta trang in nhd cé ddng diu cong ty va trang
g in A3 clia tat ca cac tang; hé thdng nuwdec...). Dé nghi gidi trinh.
104 |Ravenbhel 16-17, Export Promotion |DFO/D- Drug & Food Control VPDD Contract |* B6 sung:
Healthcare (P) Ltd [Industrial Park, SIDCO, 565/5609 Organization J&K Patolo, |Manufacturing |- Gidy chitng nhan GMP con hiéu lwc, dwoc hop phap hda Ianh sy va chirng thyc
Kartholi, Bari Brahmana, ® [Mangotarian, Jammu, and packaging |theo quy dinh;
Jammu, J&K, India 8. India services Pty Ltd |- Bdo cdo thanh tra twong &ng véi gidy GMP d3 nop.
3. - Toan b6 cac phu luc dé cap trong SMF. D6i véi layout tai Appendix 6, dé nghi bé
8 sung ban vé ré rang thé hién cap sach, chénh ap.

- Gidi trinh vé cach ghi tén co s& san xuat chua thdng nhat gitra gidy GMP (Ravenbhel
Healthcare (P) Ltd) va SMF (Ravenbhel Healthcare Pvt. Ltd)

Danh sach co s& can bd sung, gidi trinh
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105 [Unison Unit lll, C-7, 8, 9, Steel 19021210 Food & Drugs Control Unison BG sung So d6 nha xwdng ban in rd rang thé hién théng tin clia cac phong san xuat
Pharmaceuticals [town, OPP. Nova Petro, a Administration, Gujarat [Pharmaceuticals [(bdn in ch¥ nhé khéng nhin rd tén phong) dé& hoan thién ho so.
Pvt. Ltd Moraiya, Tal-Sanand, City: S |state, India Pvt. Ltd
Moraiya, Dist. :
Ahmedabad, 382 213, 2
Gujarat state, India ~
106 [L.MOLTENI & S.S. 67 (Tosco Romagnola) |IT/17/H/202 ° Italian Medicines Agency |Cong ty TNHH  [P3 cdng b6 Dot 11, STT 120 (IDCC: 813). Cong ty ndp GCN GMP mdi. Tuy nhién GCN
C.DEI F.LLI ALITTI |Localita Granatieri - 50018 (0 S [(AIFA) San xuat DP ndp kém ho so chi la ban photocopy, chwa dwoc cdng chirng theo quy dinh.
SOCIETA' DI Scandicci-(Fl), Italia : Medlac Pharma |Yéu ciu cdéng ty b8 sung gidy chirng nhan GMP dugc sao chirng thyc theo quy dinh
ESERCIZIO S.P.A g Italy (hop phap héa lanh sy, cdng chirng ...).
107 |ISTITUTO DE LOCALITA PRULLI n. 103/c {IT/96/H/202 Italian Medicines Agency [VPDD BG sung CPP cdn han hiéu lyc do co quan thdm quyén cip dé lam rd pham vi
ANGELI S.R.L. 50066 REGGELLO (Fl), Italy [0 - (AIFA) Boehringer
(* Cach ghi khac: Localita S Inhelheim
Prullin 103/c, 50066 3 International
Reggello, Firenze, Italy) S’, Gmbh tai Tp H6
- Chi Minh
108 |Farmaceutici Via Di Vittorio, 2-21040 IT/166/H/20 o Italian Medicines Agency [Cong ty TNHH B8 sung so' d6 nha xudng ban in rd rang thé hién tirng khu virc san xuat (tén phong);
Formenti S.P.A Origgio (VA), Italy 19 S [(AIFA) XUc ti€n Thuong [cap sach; chénh ap; dudng di (layout d3 bd sung nhd, khong thé hién tén phong san
% mai DP va Dau  |xust).
ﬁl tw TV
109 [Nippon Shinyaku [676-1, Kuwahara, 2374 o [|Ministry of Health, Congty TNHH  [* BS sung: Tai liéu Drugs GMP compliance inspection Result Notification twong (ng
Co., Ltd. Odawara |Odawara, Kanagawa, § Labour and Welfare Duoc pham Viét {véi gidy GMP (ban dwoc hop phap héa l3nh su) dé xac dinh hiéu lyc gidy GMP.
Central Factory Japan g (MHLW), Japan Phap
2
110 (Boryung 107, 109 Neungan-ro, 2018-D1- Gyeongin Regional Food |Zuellig Pharma |Giai trinh:
Pharmaceutical Danwon-gu, Ansan-si, 2321 ® |and Drug Pte.Ltd - Gidy chirng nhan GMP d3a duoc cdng b6 trén website ciia CQQL duwoc HQ. Ban cong
Co., Ltd. Gyeonggi-do, Republic of g. Administration, Korea chirng bi thiéu 2 trang gitra.
Korea. S. - P& nghi b6 sung Bao cdo thanh tra twong (rng v&i Gidy chirng nhan GMP cia CQQL
4 duwoc; danh muc thiét bj sdn xuat, bdo cdo ra soat chat lwgng san phadm vo trung.
111 [Myungmoon 26, Jeyakgongdan 2-gil, 2021-D1- — |Gyeongin Regional Office|Myungmoon BG sung bdo cdo thanh tra twong &ng vdi gidy chirng nhan GMP méi dé cap nhat
Pharmaceutical Hyangnam-eup, 2510 S |of Food and Drug Safety -|Pharmaceutical [thdng tin céng bd
Co., Ltd. Hwaseong-si, Gyeonggi- 3 Ministry of Food and Co., Ltd.
do, Republic of Korea g Drug Safety of Korea
Danh sach co s& can bd sung, gidi trinh Trang 21/ 26 Dot 19
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112 [Daewon Pharm 24, Jeyakgongdan 1-gil, 2021-D1- _, |Gyeongin Regional Office|VPDD Daewon |B& sung d&i vdi dang bao ché& nhii dich tiém:
Co., Ltd. Hyangnham-eup, 1933 S |of Food and Drug Safety, [Pharm Co., Ltd [+ So’ d6 nha xuwdng sdn xuat, so d6 nudc WFI.
Hwaseong-si, Gyeonggi- : Ministry of Food and tai Tp HCM + Quy trinh san xuat téng quat ddi vdi dang bao ché.
do, Republic of Korea g Drug Safety, Korea + Danh muc thiét bj san xuat.
113 |Dongsung Pharm |45, Gwandaean-gil, Dunpo{2021-G1- Daejeon Regional Office [Congty TNHH [1. B8 sung:
Co., Ltd. myeon, Asan-si, 1314 of Food and Drug Safety, |Dwoc Viét My |+ Ban dich cong chirng bao cdo thanh tra twong (ng vdi gidy chirng nhan GMP.
Chungcheongnam-do, Ministry of Food and + Cac phu luc theo hd so téng thé, sir dung tiéng Anh/tiéng Viét bao gdm: Thong tin
Republic of Korea - |Prug Safety, Korea vé gidy phép san xuat; Danh muc san pham; Danh sach cac don vi hoat déng hop
§ déng; So do t6 chL’J'c,IQuy trinh s’én xuzi:t téng quat ddi vadi cac dang bao ché; So dd
A nuwdc; Danh muc thiét bi sdn xuat & ki€ém nghiém.
3 2. Chi rd khu virc san xuat thuéc chira hormon sinh duc va thuéc thudng trén so d6
o nha xudng.
114 |Actavis Ltd BLB015-016, Bulebel MT/031HM/| o |Medicines Authority of |VPBD Actavis tai [Co s& d3 dwoc cap gidy chirng nhdn GMP méi s6 MT/034HM/2021. Bé nghij cong ty
Industrial Estate, Zejtun 2018 § Malta (MAM) TP. H6 Chi Minh [nép gidy chirng nhdn GMP cap nhéat, dugc hop phap héa lanh su.
ZTN3000, Malta ~
<
115 [Abbott Biologicals |C.J. van Houtenlaan 36, NL/H Health Care Inspectorate |VPDD Abbott P& nghi b6 sung gidy GMP m&i chirng thuc theo quy dinh
B.V. WEESP, 1381CP hoac 17/1014466 ™ |- Pharmaceutical Affairs [laboratories
"1381CP WEESP", a 8. and Medical Technology, |(Singapore) Pvt
Netherlands 8. Netherlands Ltd tai HN
I
116 (Zaklady Duchnice, ul. Ozarowska [IWPS.405.13 Chief Pharmaceutical VPDD BG sung gidy chirng nhan GMP m&i dwoc hop phap héa I3nh sy va chirng thyc theo
Farmaceutyczne |[28/30, Ozaréw .2019.KKW.1 Inspectorate (CPI), Pharmaceutical |quy dinh.
Polpharma S.A Mazowiecki, 05-850, WTC/0105_ o Poland Works Ly do: Co s& san xuat khdong dap (rng diéu kién gia han theo quy dinh tai Théng tu sé
(cach viét khac:  [Poland 01_03/27 3 Polpharma S.A  |29/2020/TT-BYT do tra clru trén Eudra cé gidy GMP s8 IWSF.405.123.2021.IP.1
Pharmaceutical (céch viét khac: Duchnice, : tai Ha Noi WTC/0105_01_03/318; ngay cap: 25/11/2021; hét han: 01/10/2024 (pham vi chirng
Works Polpharma |28/30 Ozarowska Str., 05- 2 nhan sdn xuat thudc giéng gidy chirng nhan GMP d3 céng bd).
S.A) 850 Ozarow Mazowiecki, -
Poland)
117 |Aflofarm Farmacja|133/151 Partyzancka IWZ).405.68. o Chief Pharmaceutical Aflofarm Cong ty da duoc cAp GMP mdi, dé nghi b6 sung Gidyc hirng nhan GMP d3 chirng
Polska Sp. Z.o.0  [Street, 95-200 Pabianice, [2018.MG.1 S |Inspectorate (MPI), Farmacja Polska |thwc theo quy dinh.
Poland WTC/0108_ 3 Poland Sp.z.0.0
03_01/138 g

Danh sach co s& can bd sung, gidi trinh
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118 [Hikma Estrada do Rio da Mg, n.2 [FO06/S1/MH o [National Authority of Coéngty TNHH  |Gidy chirng nhdn GMP mdi cé pham vi rdng hon gidy chirng nhan d3 cdng bd tai Dot
Farmacéutica 8, 8-A e 8-B - Fervenga, /001/2020 § Medicines and Health duwocphdmva [6-STT 152. Do vay, dé nghi bd sung ho so téng thé cap nhat dé déi chiéu.
(Portugal), S.A. Terrugem SNT, 2705-906, g Products, I.P, Portugal Hdéa chat Nam
Portugal © Linh
119 |Laboratério Edol- |Av. 25 de Abril, No. 6-6A, |F012/S1/MH| o |National Authority of ILYang Pharma |Co s& da dugc cap gidy chirng nhan GMP mdi. Dé nghi cdng ty ndp gidy chirng nhan
Produtos Linda - a-Velha, 2795-225; 1/001/2018 § Medicines and Health Co., GMP cdp nhat, dugc hop phap hda lanh su.
Farrmacéuticos, |Portugal g' Product, I, P, Portugal
SA. y
120 (Laboratdrio Rua Henrigue Paiva FO13/S1/MH . National Authority of Cong ty TNHH  [* B8 sung: SMF twong (ng vai co s& san xuat theo gidy chirng nhan GMP (SMF d3
Medinfar - Couceiro, No 27, Venda /001/2021 S [Medicines and Health Dugc pham Viét {ndp kém ho so |1a clia co s& nghién ciru R&D Center & dija chi: Rua Henrique Paiva
Produtos Nova, Amadora, 2700- 3 Products (INFARMED), |Phap Couceiro, No 29, Venda Nova, Amadora, 2700-451, Portugal khac véi dia chi cha co
Farmacéuticos, 451, Portugal g Portugal s& san xuat trén gidy GMP |a Rua Henrique Paiva Couceiro, No 27, Venda Nova,
S.A Amadora, 2700-451, Portugal)
121 |Arena Group S.A. [Bd. Dunarii nr.54, Oras 010/2018/R National Agency for Arena Group BGS sung CPP con han hiéu luc do co quan thdm quyén cap dé d6i chiéu dia chi.
(Tén cii: S.C Arena |Voluntari, Jud. lifov, cod 0 Medicines and Medical [S.A.
Group S.A.) 077190, Romania Devices (NAMMD),
(* Céch ghi khac: 54 Dunarii Romania
Blvd, Voluntari, llfov district, ®
077910-Romania / Bd. S
Dunarii nr.54, Voluntari, 8
lIfov district, 077190, N
Romania/ 54 Dunarii Bd.,
Voluntari city, Ilfov County,
Code 077910, Romania)
122 |Valpharma S.p.A. |Via Ranco, 112 (loc. IT/GMP/E/1 Italian Medicines Agency [Cong ty TNHH  [B& sung:
SERRAVALLE), Serravalle, (6/2017 ~ |(AIFA) DP Nhat Anh 1. Van ban théng bao clia co quan thdm quyeén ltaly d6i v&i viéc co sé san xuat
47899, San Marino b=y Valpharma S.p.A. thudc dién gia han hiéu lyc theo chinh sach EMA, dwgc hgp phap
2 hoa lanh sy theo quy dinh.
,:" 2. B& sung CPP con han hiéu lyc do co quan thdm quyén cap hodc bdo cdo thanh tra
© tuong ng vai gidy chirng nhan GMP dé lam ré cdc pham vi clia vién nén.
Danh sach co s& can bd sung, gidi trinh Trang 23/ 26 Dot 19



TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI - - R " N
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO : NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
123 (Continental- 85/5 Soi ChaengWattana |1-2-07-17-20; Food and Drug CongtyCPy - B6 sung gidy chirng nhan GMP cdp nhat dwoc sao chirng thyc theo quy dinh (hop
Pharm Co., Ltd. 12 Yak 4, Thungsonghong, (00019 Administration (Thai duwoc LS phdp hoa l3nh sy, cdng chirng...) (d€ cong bd theo han hiéu luc mai).
Laksi, Bangkok 10210, FDA), Thailand - So d6 khu vire san xuat (app 2) khdng thady phong déng vién nang cirng. Dé nghi giai
Thailand trinh tai sao khéng cé phong déng vién nang cirng ma Gidy GMP cé pham vi vién
nang cirng (viéc khdng cé phong déng vién nang cing khac vdi viéc khong san xuat,
] khéng chap nhan gidi trinh khéng cé phong do khéng san xuét).
8' - P& nghi cung cap xac nhan cla co quan cé thadm quyén vé dia chi chinh xac cla
3 Continental-Pharm Co., Ltd.; xdc nhan vé cach ghi dia chi "85/5 Soi ChaengWattana
S 12 Yak 4, Thungsonghong, Laksi, Bangkok 10210" va "85/5 Soi ChaengWattana, Laksi,
Bangkok" c¢6 cung 1 dia diém khong (Khdng chap nhan gidi trinh bang cach slra d&i
dia chi trong SMF ban cap nhat dé giéng v&i Gidy GMP).
124 ([Polifarma llac San. [Vakiflar OSB Mahallesi TR/GMP/20 o Turkish Medicines and  [Congty TNHH  [B& sung:
Ve Tic. A.S. Sanayi Caddesi, No: 22/1 [19/39 S  |Medical Devices Agency |Dugc phdm New |+ Gidy chirng nhan GMP cdp nhat cdn han hiéu lwc, dwoc hop phap héa I3nh sy theo
Ergene/Tekirdag, Turkey m (TMMDA) Far East quy dinh.
g + Ban dich céng chirng bao cdo thanh tra twong (ng vdi gidy chirtng GMP cap nhat.
125 |AROMA ILAC SAN [Vakiflar OSB Mahallesi, TR/GMP/20 Turkish Medicines and  [Congty TNHH  [B& sung:
LTD STi Sanayi Caddesi, No: 22/1, [19/40 Medical Devices Agency |Dugc phdm New |- SMF ban day du thé hién toan b cac hoat déng san xuat tai nha may (layout, danh
Kat:2 Ergene/Tekirdag, (TMMDA) Far East muc thiét bi) theo gidy chirng nhan s6 TR/GMP/2019/40. SMF da ndp kém hd so
Turkey o khdng phai 1a ban day dd, chi thé hién layout, thiét bj d6i v&i sdn pham vé trung.
a - Bdo céo thanh tra tuwong &ng véi gidy chirng nhan s TR/GMP/2019/40. Tai liéu nép
:", kém trong ho so chi la Thu xac nhan, khdng phai bdo céo thanh tra.
3 - B4o cdo danh gia chat lwgng san phadm dinh ky d6i véi cac dang bao ché vé triing
© khac ngoai thu6c ddng khé (01 sdn pham dai dién/01 day chuyén). H6 so d3 ndp chi
c6 01 B4o cdo danh gia chat lwgng sdn pham thudc bot déng kho.
126 |Lotus No.30, Chenggong 1st Rd., (5272 o |Taiwan Food VPBD Lotus B6 sung bdo cdo thanh tra twong ing dé cap nhat thong tin vé gidy chirng nhdn GMP
Pharmaceutical Sinsing Village, Nantou § and Drug Administration |International tai |dé nghi cong bd
Co., Ltd. Nantou |City, Nantou County '5' (TFDA) Tp HCM
Plant 54066, Taiwan S
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127 [Gentle Pharma No.2, Fon Tan Rd., Jiasing (07403 Ministry of Health and  |Kwan Star BG sung bao cao thanh tra twong rng dé cap nhat thong tin vé gidy chirng nhan GMP
Co., Ltd. Village, Da Bi Hsiang, Welfare, Republic of dé nghi cong bd
Yunlin, Taiwan, R.O.C. - China (Taiwan)
(* Céch ghi khéc: No.2, S
Fon Tan Rd., Fon Tan Ind. g
Dist., Da Bi Hsiang, Yunlin E
Hsien, Taiwan, R.0.C.) ©
128 [TTY Biopharm 838, Chung:Hwa Rd., Sec. |07332 « |Taiwan Food VPBD TTY BG sung ban dich cdng chirng bdo cdo thanh tra GMP tuong (ng véi gidy chirng nhan
Company Limited |1, Chungli Dist., Taoyuan § and Drug Administration |Biopharm tai Tp |mai.
Chungli Factory City, 32069, Taiwan g (TFDA) Ha Noi
N
129 |[Farmak Joint Stock|Kyrylivska Street 74, Kyiv, [Klasa: UP/I- Agency for Medicinal Congty TNHH  [B6 sung ddi vdi nha xudng san xuat thudc cong nghé sinh hoc (Workshop No. 1, Site
Company (Cach 04080, Ukraine 530-10/21- Products and Medical dwoc phdm No. 4):
ghi cii: Farmak 03/13, _, |Devices, Croatia Doha + Gidy chirng nhan GMP do co quan thdm quyén cap d6i v&i nha xwdng nay va bao
JSC) Urbroj: 381- S cdo thanh tra twong (rng vdi gidy chirng nhéan.
13-08/318- g + H06 so téng thé cip nhat d6i véi nha xwdng nay, bao gdbm ca cac phu luc theo hod so
21-03 iy t8ng thé.
o + B4o céo ra sodt chat lugng dinh ky gan nhat d&i vdi 01 san pham cdng nghé sinh
hoc san xuét tai nha xwdng nay.
130 [Jubilant 3525 North Regal Street, |NL/H Health and Youth Care |VPPD Céngty [B6 sung gidy chirng nhdn GMP ban cé chit ky va con diu clia Co quan quan ly dugc
HollisterStier LLC |Spokane, 99207, United [19/2012111 9 [Inspectorate - Merck Sharp & |Netherlands cap; dwoc hgp phdp hda lanh sy va ching thuc theo quy dinh (theo yéu
States 8 Pharmaceutical Affairs, |Dohme (Asia) cau tai Dot 7; Dot 17).
B. Netherlands Ltd tai HA N&i  |Ly do: gidy GMP do Co quan quan ly dugc Netherlands cap: chua cé chit ky, con dau
o clia co quan cap trén gidy GMP
131 |Patheon 2110 East Galbraith Rd, KK4B-C3ND United States Food and |VPDD Shire BG sung:
Pharmaceuticals, [Cincinnati, OH 45237, USA Drug Administration Singapore Pte. [+ CPP san pham vdi hiéu lwc cap nhat va bdo cdo thanh tra GMP cla co quan thdm
Inc. © (U.S. FDA) Ltd tai Tp HCM  |quyén MY, dugc hop phap hoa Ianh su theo quy dinh.
b + Danh muc san pham.
: + Quy trinh sdn xuat téng quat ddi vai dang bao ché.
E + S0 do ki thuat cla nha xwéng kém chd thich khu vuc chirc ndng bang tiéng

Anh/tiéng Viét: so d6 dwong di cha ngudi va nguyén vat liéu, so d6 chénh 4p va so
d6 cap sach.
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132 (Patheon 2110 East Galbraith Rd, AXGV-M6AD United States Food and |VPDD Shire BG sung:
Pharmaceuticals, [Cincinnati, OH 45237, USA Drug Administration Singapore Pte. [+ CPP san pham véi hiéu lyc cap nhat va bdo cdo thanh tra GMP cla co quan thdm
Inc. o (U.S. FDA) Ltd tai Tp HCM  |quyén MY, duoc hop phap hda Ianh su theo quy dinh.
b= + Danh muc san pham.
2 + Quy trinh san xuat téng quat ddi véi dang bao ché.
2 + S0 d6 ki thuat ctia nha xudng kém chu thich khu vire chirc ning bang tiéng
o Anh/tiéng Viét: so d6 dudng di cha ngudi va nguyén vat liéu, so d6 chénh ap va so
do cdp sach.
133 |Patheon 2110 East'Galbraith Rd, FV3Y-879D United States Food and |VPDD Shire BG sung:
Pharmaceuticals, |Cincinnati, OH 45237, USA Drug Administration Singapore Pte. [+ CPP san pham véi hiéu lwc cap nhat va bdo cdo thanh tra GMP cla co quan thdm
Inc. o (U.S. FDA) Ltd tai Tp HCM  |quyén My, dugc hop phéap héa lanh sy theo quy dinh.
b= + Danh muc san pham.
E + Quy trinh san xuat téng quat d6i vdi dang bao ché.
2 + S0 d6 ki thuat cla nha xwéng kém ch thich khu vuc chirc ndng bang tiéng
~ Anh/tiéng Viét: so d6 dwdng di cha ngwdi va nguyén vat liéu, so d6 chénh 4p va so
dd cép sach.
134 |Patheon 2110 East Galbraith Rd, 8JZ5-8ZKZ United States Food and |VPDD Shire BG sung:
Pharmaceuticals, [Cincinnati, OH 45237, USA Drug Administration Singapore Pte. [+ CPP san pham véi hiéu lwc cap nhat va bdo cdo thanh tra GMP cla co quan thdm
Inc. ®  [(U.S. FDA) Ltd tai Tp HCM  |quyén MY, dugc hop phap hoa Ianh su theo quy dinh.
8 + Danh muc san pham.
SI + Quy trinh san xuat téng quat ddi véi dang bao ché.
I\ + S0 d6 ki thuat ctia nha xudng kém chu thich khu viee chirc ndng bang tiéng
Anh/tiéng Viét: so d6 dwong di cha ngwdi va nguyén vat liéu, so d6 chénh 4p va so
do cap sach.
135 |Patheon 2110 East Galbraith Rd, 5M2P-DEBV United States Food and |VPDD Shire BG sung:
Pharmaceuticals, [Cincinnati, OH 45237, USA Drug Administration Singapore Pte. |+ CPP san pham véi hiéu lyc cap nhat va bdo cdo thanh tra GMP cla co quan thdm
Inc. © (U.S. FDA) Ltd tai Tp HCM  |quyén MY, dugc hop phap hoa Ianh su theo quy dinh.
b= + Danh muc san pham.
2 + Quy trinh sdn xuat téng quat ddi vai dang bao ché.
E + S0 d6 ki thuat cla nha xwéng kém chd thich khu vuc chirc ndng bang tiéng

Anh/tiéng Viét: so d6 dudng di cha ngudi va nguyén vat liéu, so d6 chénh 4p va so
d6 cap sach.

Danh sach co s& can bd sung, gidi trinh
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